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Description

This presentation will review the existing data pertaining to neuropsychiatric adverse events with montelukast use and
will provide an overview of the decision-making framework underlying the recent labeling changes. The FDA has been
aware of post-marketing reports of neuropsychiatric adverse events associated with montelukast use for over a
decade. In response to continued concerns from the public, FDA recently conducted another comprehensive review
and observational study using claims data in the Sentinel Distributed Database, the results of which were presented at
an Advisory Committee meeting in September of 2019. After careful consideration of the available data and feedback
received during the FDA Advisory Committee meeting, the FDA required a boxed warning and a revision specifically
for the allergic rhinitis indication to reserve use of montelukast for patients who have an inadequate response or
intolerance to alternative therapies.
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Learning Objectives

« Identify the spectrum of neuropsychiatric adverse events, including serious neuropsychiatric events associated
with montelukast use.

o List the different sources of safety data that contributed to the understanding of the risk of neuropsychiatric
events with montelukast.

« Describe the revised labeling recommendations for use of montelukast in patients with allergic rhinitis.

Target Audience
This activity is intended for physicians, pharmacists, pharmacy technicians, nurses, Certified Public Health
Professionals (CPH), and physician assistants.
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CME

FDA Center for Drug Evaluation and Research designates this live activity for a maximum of 1.00 AMA PRA Category
1 Credit(s)™ Physicians should claim only the credit commensurate with the extent of their participation in the activity.

CPE

This knowledge-based activity has been assigned ACPE Universal Activity Number JA0002895-0000-21-053-L01-P,
and ACPE Universal Activity Number JA0002895-0000-21-053-L01-T for 1.00 contact hour(s).
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This activity is designated for 1.00 AAPA Category 1 CME credits. FDA Center for Drug Evaluation and Research has
been authorized by the American Academy of PAs (AAPA) to award AAPA Category 1 CME credit for activities
planned in accordance with AAPA CME Criteria. PAs should only claim credit commensurate with the extent of their
participation.

CPH

Up to 1.00 CPH Recertification Credits may be earned at this event.
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Physicians, physician assistants, pharmacists, nurses, pharmacist techs, and those claiming non-physician
CME:participants must attest to their attendance and complete the final activity evaluation via the CE Portal
ceportal.fda.gov). For multi-day activities, participants must attest to their attendance and complete the faculty
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your pharmacy license number. Please click the "My Account" tab and then navigate to "Edit Contact Information" to
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